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The Commissionerfof Food and Drugs is,propqsintho aménd the
hearing procedures in the methadone regulations to provide for a
separation of functiéns between the Bureau of Drugs and tﬁe Office
of the Commissioner éoncerning denial or revocation of approval of
an application to re¢eive shipments of methadone, and to Qescribe the
requirements of a noﬁice,of opportunity for hearing and the procedures

governing a request for hearing. Interested persons hava until (insert

date 60 days after date of publication in the FEDERAL REQlSTER) o
submit comments. | J
The Commissionér, by an order published in the FEDEQAL REGISTER
of March 13, 1874 (§9 FR 9750), promulgated regulations revising, among
other provisions, §;314.200 (21 CFR 314,200) concerning the requirements
of a notlce of opportunlty for hearing, request £cr hearlng, and grant
T{E;Ly?'{;i‘or denlal of haarlqg appixcabie to new dxug apglicatiOﬂﬁﬁA The prlmary .ﬁff"&;"~
| purpose of that 1ev1sxon4waq to 1mplement four 1973 Supreme Court
.degisioqs that intreprgted the new drug provisions of tha Federal,
Food, Drug, and Cosmetic Act. The principal changes made were in the

separation of fundtions between the Commissioner and the Director of
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the -Bureau of Drugs‘cﬁncerning the notice of opportunity for hearing

and the granting or dénying of a request for haaring, and in the develop~
ment of procedures for summary disposition of hearing requests by the
Commissioner.

In the preamble;po the order of March 13, 1974, the Commissioner
recognized that, whi%e the former procedures had been upheld in the
courts, modificaticn;of the hearing procedures to separaté sharply the
functions of the Comﬁissioner and the Director of the Bureau of Drugs
was desirable to dispel any perception of prejudgmen£ and unfairness
that arises from having the same person who issues the notice of
opportunity for hearlng rule on whether a haaring is justified. There-
fore, the Director Qf the Bureau of Drugs, by an order published in
the same issue of-tﬁe FEDERAL REGISTER (39 TR 9657), was'delegated the
authority to issue é notice of opportunity for hearing (21 CFR 2.,121(1)).
If a request for heéring'is made, the Commissioner then reviews, without
Bureau of Drugs paﬁticipation, both the request for hearing and a proposed
order ruling on thé matter, drafted by the Bureau of Druygs. After his
review, the Commiséioner~issues a FEDERAL REGISTER notice granting or

'xldenylng the heallng
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The Comm1551onet concluées that the hearlng procedures in § 310 SOS(h) o

.

. of the methadene regplatlons should be amended to conform to the hearlng

L

"procedures appllcable to new drug appllcatlons in § 314.200.' Thls revision

will effectuate tﬁe policy of the Commissioner to separate the functions
of the Director of the Bureau of Drugs and the Commissioner in issuing

a notice of opportunity for a hearing and in granting or denying a request
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‘ opportuniﬁy”qu‘hegrinqug,a methadone application, as well as the
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i

for a hearing. Howevér, the Commissioner believes that the informal
conference currently érovidad in the methadone\fegulations (21 CFR
310.505(h)(2)) is advéntageous,and should be retained. This conference
will now be conducted;by the Director of the Division of Methadone
Monitoring who will m;ke a recommendation to the Director of the Bureau
of Drugs concerning ﬁhe application. If the latter finds that the
applicant has failed?to submit adequate assurance justifying approval .
of the application, ée shall issue a notice of‘oppcrtunit§ for hearing.
Currently, § 31?.505(h) provides that when it is fouﬁd that an
applicant fails to sﬁbmit adequate assurance justifying gpgroval of his
afplication to receive/shipmenté of methadone (hereiﬁaftex referred to
as methadone applicétion), a notice of oppoftunity for héaring should be
published and all métters thereafter be handled in accor@aﬁce with the
procedures and requ?tements contained in § 314.200. However, since
§ 314.200 contains ;ertain provisions that are not applicable to methadone
applications, the éommissioner concludes ﬁhat this reference may lead to

uncertainty with regard to the type of notice required for a notice of
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requirements for a re&uest for hearing. He, therefore, has amended the
methadone regulationg by excerpting from § 314.200 the hearing procedures
and those requiremenés relevant to a request for hearing én a methadone
application, and has incorporated them into a néw\paragréph»specifically
applicable to methadéne applications. Thus, the p;ocedurés set forth in
§ 314.200 remain ess%ntially unchanged.

The Comissioneér advises, however, that the 60-day tiime periocd
provided for by § 314,200 to file records and inﬁormatioﬁ to justify
a2 hearing is not apéropri&te for’th;s regulation. While a 60~day
period is proper whén broad snient?fic issues of &rug safaty or
effectiveness are iﬁvolved, it is Qeither necessary nor appropriate:
to the limited factual issues involving the conditions for use of
methadone by indlvidual treatment programs. Therefore, the Commissioner
proposes to requirg that both the request for a hearing and all
filings in support?theredf be submitted within 30 days,fwith a
hearing, when justified to be held no more than an additional 90 days
after the explratlon of the initial 30-day time period pr0v1ded

Therefore, under tlie Federal Food, Drug, and Cosmatlc Act (secs. 505,

L F01¢aY,. 52-Stat. 10521053, s amended, 1055 - <z1 1.5, e::° 355, 370(@))5 0y

-~ the Public HealcthepviQeaAg;Jas;amgpd@d,Qseca»33363), JQ¢Sta;.,923,Aasn'n$}‘wun .

-.amended- (42 U.S,C;;2éza(a))); the. Comprehensive -Drug Abuse Prevention
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and Control Act of 1970 (sec. 4, 84 Stat. 1241 (42 U.S.C. 257a)), and
under authority delégated to him (21 CFR 2.120), the Comﬁissioner
proposes to amend § '310.505 by revising paragraph (h), and by adding

A
a new paragraph (1)7to read as follows:

§ 310.505 Conditiohs for use of methadone~

h

* * % * ' *

(h) Denial oﬁ revocation of approval. (1) Complete or partial
denial or revocation of approval of an applicatien,té réceive shipments
of methadone (Formé FD-2632 "Application for Approval of Use of Methadone
in a Treatment Prog;am” and ¥D-2636 "Hospital Request for Methadone for
Analgesia in Severe Péin and for Detoxification and Maintenance Treat-
ment') may be propbsed to the Director of the Bu:eau oé Drugs, Food and
Drug Administrati@n, by the Director of the Division of Methadone
Monitoring, Bureau of Drugs, on his own initiative Qr af'the request of
representatives of the Drug Enforcement Administration; Department of
Justice, Nationaljlnstituté on Drug Abuse, the State authority, or any
other interested person. |

"'tzi Before presentin& such a proposal to the Director of theA’
Bureau of" Drugs, the.Director of the Division of: Methadone Monltar¥ﬁg :
“will notify the applicant in: wrmting of the proposed action and the )
'ireaé;n% fherefor and w1ll offer hlﬂ an opportun;ty to explain the matters‘

in questlon in an 1nformal conference aﬂd/or in wrltlng w1th1n 10 days
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after receipt of such notification. The applicant shall have the right
to hear and to quesﬁiqn the information on which the proposal to deny or

"

revoke approval is Based, and may present any oral or written information
and vievs. ‘

{(3) 1If the explanation offered by the applicant is not accepted by
the Bureau of Drugs as sufficient to justify approval of the application,
and denial or revogation of approval is therefore proposed, the Director
of the Bureau of D%ugs will evaluate infofmatioﬁ nbtainéd’in the informal
hearing before theEDirecgor of the Division of Methadoné Monitoring. If
‘the Director of thé Bureau of Drugs finds«that the applicant has failed
to submit adequategassurance justifying approval of thé,application, he
shall issue a notlte of opportunity for hearing with respect to the matter
pursuant to paragfaph fi? of this section, and tha matter shall thereafter
be handled in accordance with the procedures therein.

{(4) If the $ecretary determines that there is an;imminent hazard to
health, revocatioé of approval will become effective iﬁmédiately and any

administrative procedures will be expedited.

(5) A treatment program or medlcatlon unlt or any part thereof

- ORI - ""'.

"1ncluding any fadlllty or aay 1nd1v1dual may appeal to the Fbod and Drug'““ '

‘ Admlnxstratlon a complete or paxtlal denlal or revocaalon cf approval .

s by tha State autherlty unlass Lhe denlal 0% revacatlon is. based upon -a’

. Scate law or, regﬂlation.. The appeal shall first be/made to’ the Directer of: .
the Division of Methadone Monitering who shall hold ah informal conference

on the matter in accordance with paragraph (h)(2) of this section. The
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_'for.Methadpnatfon Analgesia,in Severe Pain andjfdr;Dgﬁoxmflcatlon_and,H

-7 -

State authority may'éarticipate in the conference.. Thé aépellant or the
State authority may éppeal the decision of the Qirgctor, Division of
Methadone Monitoring% to the Director of the Bureau of Drugs. If the
Director of the Bure%u of Drugs proposes to deny or revoke approval, such
action shall be han@led in accordance with paragraph (h)(3) of this section.
The Director of ﬁheSBureau of Drugs may not grant or retain Food and Drug
Administration apprévalVif he finds that the appellant is not in compliance
with all applicablejState laws and regulations aﬁd with this section.

(6) Upon/revopationvof approval of an application, the Director of
the Bureau of Drugs will notify the applicant, the Staté authority, the
Dryg Enforcement Aiministration, Department of Justice, and all other
appropriate personé that the applicant may no longer reéeive shipments of

methadone, and will require the recall of all methadone from the applicant.

Revocation of approval may also result in criminal prosecution.

* % & * &
A, (

(1) Xotice of opportuniﬁy for hearing; notice of ‘appearance and

request for hearidg; orant or denial of hearing. (1) The notice to the

applicant of an oéportnnity for a hearing on a proposal by the Director

recelve bhlpments of methadane (Forms FD~2632 "Applicatlon for Approval

of Use of Methadona in a Treatment Prognam and FD~2636 "Hospltal Request

N d .

Maintenance Treatment") will state the reasons for the Director's action

and the grounds upon which he proposes to issue his order.

of the:, Bureau ﬁfyﬂruga £ - deay or revoke appxaval of .an appliqatlon TO i e

o SR
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(1) Such notice shall be specific, i.e., either reférréng to specific
requirements in the %tatute'an&,regulations with which there is a lack of
compliance, or proviéing a detaiied description and -analysis of the specific
facts resulting in tﬁe notice‘ ’ |

(ii) The notic% will be qulishéd,in the FEDERAL RE@ZSTER and will
state that the applﬁcant has 30 -days after the date of publication of the
notice within which;he is required to file’a‘writteg»notiée of appearance
and request for heaéingviﬁ he elects to avail himselﬁ,o£§the opportunity
for a hearing. The failure to file such a written notice of appearance
and request for heafing within thagABQ days constitutes én election by the
applicant not to avéil himself of gﬁe oppottunit§/for a hearing. |

(2) The notiqé of opportunity for hearing shali*ba,ﬁrovided to an
applicant by delivéring the notice\in\pexson or by sending it by registered
or certified mail éo the 1as£iaddress shown in the application to receive
shipments of methaéone.,\ | | |

(3) (1) If thé applicant elects to avail himself of the opportunity
for hearing, he shall file with the Hearing Clefk within 30 days
after the date of the publlcation of the notice of opyuxtunlty for
- heaplng'(g) a wrltten notlce of apgearanae and request far hearlng, s

....and (b) . unless.a. dlﬁfexent period: of time is spec1fied in the notice

of opportunlty for hearlng, the records, data, and 1nfcrmatlon on which |

" . he relies to gustlfy a’ hearlng wmth respect to’ ‘his applmcatlon to receive

shipments of methadone.
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(ii) Xo recordb, data, or information submitted after such 30
days will be coasidéred in &Ete:mining whether a hearing dis warranted.
Exceptions may be m%de on the basis of a showing of inad?erten; omission
and hardship. |

(i1i) Any other interested person who ié\not subject to theﬂnotice
of oppertunity for %earing may alsc submit comments on tﬁe proposal to
deny or revoke«appréval of the-application té‘reéeive‘mdthadone shipments.
Such comments shall;beysubmitted within thé/time,/apd p#tsuant to the
requirements, specffied in this section.

(4) The faildre of‘any person subject to a ﬁotice;of opportunity for

L

hearing to submit % notice of appearance and reunSt/fog hearing or to
raise all contentiéns on which he relies shall constitu;e a waiver of any
such contentions nét so raised.

(5) Upon recéipt of any request for hearing, the Director of the
Bureau of Drugs shall prepare an analysis of the requegt and a proposed
order ruling uponjthe matter. The analysis and propcsed order, the %equest
for hearing, and ény proposed order denying a hearing and response pursuant

2HLs
to paragraph (1) (6)(ii) of this section, Shall be submitted to the office

n;af the Comm1531on¢r for. independent raview aad declsiah,. ‘No represantatxve;m

A*rof the Bureau of Drugs shall paxtic1pate or advzse in the revxew and

;deeision,@yj;hg Commissioner.. .. The offlae of .the. General Counsel. shal)

R ol . . s
T o T ey oo N

observe ﬁhe‘same§éeparati6ﬁ\of functlons.
{6) A requést for hearing may not rest upon mere allegations or

denials but must ;set forth specific facts showing that there is a genuine
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and substantial issue of fact that requires a hearing with respect to
the particular application specified in the request for hearing.

A

(i) A specifié notice of o¢pportunity for heéring‘(as/defined in
paragraph'(l)(l)(i);ofkthis section) shall state that, if it conclusively
appears from the f@ée of .the records, data, and information in the request
for hearing that tgere is no genuine and substantial issue of fact which
precludes the denial of approval of the application or ﬁhe revocation of
approval of the ap?licétion,,the Commissiéner will enter summary judgment
against the persoqks) who requests a hearing, making findings and con-
clusions and denying a hearing. An§ such order‘enteri@g summary judgment
shall set forth in detail the findings and conclusions of the Commissioner
and shall specifyfwhy the applicant fails to meet the requirements of
the statute and régulations or why the request for hearing does not
raise a genuine aéd substantial issue of fact.

(ii) VWhere #he pgrsou(s) requesting a hearing submits records, data,
or information oé a type required by thé’statdte and éegulations, and
the Director of ﬁhe Bureau of Drugs concludes that summary judgment
agalnst such person(s) should be con51dered he shall serve upon such

i e [

person(s) by»reglstered mall a. proposed arder deﬂymng a hearlng.' Such

e TR R " I A

&

person(s) shall have 30 days after recelpt of such pxoposed order to
respond w1th suff1c1ent reccrds, data, and 1n£ormat1®n to demonstrate
. .fhat ‘there ié'aigehhiﬂé*aﬁﬁ”sﬁbéhéntiél'iséae‘of facé‘wﬁiéh7jﬁstifiéé a

hearing. ‘
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(iii) If review?bf the records, data, and information submitted
warrants the conclusi@n,that thé ground(s) cited in the notice are not
valid, the Commissionér shall deny the hearing, enter sﬁmmary judgment
for the person(s) req§esting thelhearing, and rescind the ﬁotice of
opportunity for heari%g.

(iv) 1In the cas? of denial or revocation of approval, if a hearing
is reguested and\juséified, it shall commence'no mere thaﬁ 90 days after
the expiration of su%h 30 déys (the period within which the request for
a hearing and allffi#ings must be madé pursuaﬁt to,paragr%ph %i;kl)(ii)
of this section). ‘

(v) A hearing éhall Se granﬁed if there exists a gehuine and sub~
stantial issue of faét or if the Commissioner concludes, in his discretion,
that a heafing wculdfotherwise be in the public interest.

(vi) A requestéfcr hearing, aﬁd any subsequent grantqor denial of
a hearing, shall be %pplicable only to the particular methadone program
named in such documents.

(7) Any appliéation to receive methadone shipments subject to a
notice of opportuniQy for hearing, fof which an opporiunity for a2 hearing

is walved or for which a. hearlng is, denied ahall pramptly be the qubgect

f.t.-ti“

A'\ﬂ;of a«mntlca publmsbﬁd 1n the.F?ﬁERAL REGISTER danylng or revoklng approval=3Qihfafwl

. .of the.applicatien.: The Commissloner>may, iﬂ;hiS*dlscfetlong defer nr-

"Astay such actlon pendlng a rullng on any related request Eor a hearlng;'

or pendlng any related hearlng or other adﬂlnlstratlve or 3ud1c1al

proceeding.
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Interested persons may, -on or before (insert date 60 dhys after

date of publication 1n the FEDERAL REGISTER), submit to the Hearing

Clerk, Food and Drug Admlnlatratmoa, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20852, ﬁrittgn bomments (preferably in,quintuplicate
and identified with the HeariﬁglClerk docket number found in.brackets
in the heading of thié ddcument},;egarding thiS”proébsal. . Received
comments may be seen %n the above office during working hours, Monday

through Friday.

Dated: C e

hesoointo fcan;w%wner Lo
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